PLEASE TYPE OR USE BLACK INK 


CSS * Safety Report 



C'B'Efli 


11516262 - 01 - 00-01 

Adverse Event Reporting Program 


.Y reporting of 
uct problems and 
-c enors 


Form Approved: OMB No. 0910-0281, Expires: 6/30/2015 
See PRA statement on rweree. 



M”P»Hent Identifier 

(b) (6) 

2. Age at Time of Event or 

Date of Birth: 

74 years old 

3. Sex 

[7] Female 
□ Male 

4. Weight 

>«.b 

In confidence 

or 65.9 kfl 



mm 


Check all that apply: 

1. [7) Adverse Event □ Product Problem (e.g., defects/malfunctions) 

Q Product Use Error □ Problem with Different Manufacturer of Same Medicine 


2. Outcomes Attributed to Adverse Event 

(Check ail 

0 Death: (b)(6) 


(mm/tityyyy) 
LJ Life-threatening 


(~~l Disability or Permanent Damage 
I I Congenital Anomaly/Birth Defect 


f~l Hospitalization - initial or prolonged □ Other Serious (Important Medical Events) 
I 1 Required Intervention to Prevent Permanent Impairment/Demage |Devices) 


3. Date of Event (mm/dd/yyyy) 

07/2015 


4. Date of this Report (mm/dd/yyyy) 

09/03/2015 


6. Describe Event, Problem or Product Use Error 

Patient was screened for the fecal microbiota 
transplant study 06-APR-2015, and completed the fecal 
microbiota transplant procedure on 27-MAY-2015 using a 
related donor. The 24-hour follow-up phone call was 
completed with the patient's son. At the 24-hour 
follow-up phone call, patient's son reported that the 
patient was experiencing a mild diarrhea. The 
patient's son answered negatively for abdominal pain, 
hospitalization, fevers, chills, fatigue, loss of 
appetite, and constipation. The 7-day follow-up phone 
call was also completed with the patient's son on 04- 
JUN-2015. At the 7-day follow-up phone call, the 
patient's son reported that the patient was... 


6. Relevant Tests/Laboratory Data, Including Dates 


7. Other Relevant History, Including Preexisting Medical Conditions (e.g., 
allergies, race, pregnancy, smoking end alcohol use, Itver/kidney problems, etc.) 
History of Leukemia, 

Chronic obstructive pulmonary disease 

Colon cancer resulting in resection and colostomy 

—Osteoarthritis of the hips - - — 

Right hip fracture requiring surgery 
Bowel obstruction 
Hypertension 
Left arm fracture 


C. PRODUCT AVAILABILITY 


Product Available for Evaluation? (Do not send product to FDA) 
□ Yes H No □ Returned to Manufacturer on: 


D. SUSPECT PRODUCT(S) 


1. Name, Strength, Manufacturer (from product label) 
■#1--Name:--- 


(mm/dd/yyyy) 


Of 


Triage unit 
sequence# 


: DA USE ONLY 


(J 


2. Dose or Amount 
#1 


Frequency 




Route 


#2 


300 ml 


colonoscopy 


3. Dates of Use (If unknown, give duration) from/to 
(or best estimate) 

05/27/2015 


#2 


4. Diagnosis or Reason for Use (Indication) 

Recurrent C. Difficile 
Infection 


til 


6. Lot# 
#1 


#2 


7. Expiration Date 
#1 


#2 


5. Event Abated After Use 
Stopped or Dose Reduc©d7 

#1 (jYet Ono 0Oo«nl 


#2 OYes QNq 0 Doesn't 
Apply 


8. Event Reappeared After 
Rc Introduction? 

#1 □ Yes CUNo QDoesnl 
Apply 


#2 □ Yes dNo 0Ooa«rrt 
Apply 


9. NDC# or Unique ID 


E. SUSPECT MEDICAL DEVICE 


1. Brand Mama 

Fecal Microbiota Transplant 


2. Common Devico Name 

Stool Transplant 

2bProeode CTU 

^ Mannf*rtiir#>r Warn a Ctlfv and State 




(b) (6), 

(b) 

(4) 


SEP 1 (S 2015 

4. Model ti 

Lot# 



5. Operator of Device 

N/A 

N/A 



f71 Health Professional 

Catalog # 

Expiration Date (mnVdd/yyyy) 

1 1 Lay User/Patient 

N/A 

N/A 



□ Other. 

Serial# 

Unique Identifier (UDJ) ti 



N/A 

N/A 




6. If implanted, Give Date (mm/dd/yyyy) 

7. If Explanted, Give Date (mm/dd/yyyy) 

05/27/2015 





8. S® this a Single-use Device that was Reprocessed and Reused on e Pedant? 

□ Yee H No 






Manufacturer: 

2. Health Professional? 

3. Occupation 

4. Also Reported to: 

#2 Name: 

(7] Yes QNo 

Physician 

□ Manufacturer 

Strength: 

5. If you do NOT want your identity disclosed 

□ User Facility 

Manufacturer: 

to the manufacturer, place an "X*’ In this box: □ 

□ Distributor/Importer 


9. If Yes to Item No. 6, Enter Name and Address of Reprocessor 


F. OTHER (CONCOMITANT) MEDICAL PRODUCTS 


Product names and therapy detea (exdude treatment of event) 

Ami_odarone__Chisto.ric jRedicatlQA)_ 

Lisinopril (historic medication) 


G. REPORTER (Sec confidentiality section on back) 


(b) (6), (b) (4) 


FORM FDA 3500 (2/13) Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event 




































































































Individual Case Safety Report 



11616262 - 01 - 00-02 


>N PAGE) 

Y reporting of 
iroduct problems 


___irirvriMVPI/f f onu 

Adverse Event Reporting Program 


Page 3 of 3 


B.5. Describe Event or Problem (continued) 

experiencing moderate fatigue, mild loss of appetite, and moderate diarrhea. The patient's son answered 
negatively for abdominal pain, hospitalization, fever, and chills. Patient’s son reported that the 
diarrhea had "gotten better". Patient and her son did not have any questions or concerns at this time. 
Due to the patient and clinic scheduling conflict, patient’s 4-week follow-up appointment was not 
scheduled until 20-JUL-2015. No other adverse events were reported by the patient or patient's son 
during this time. Site became aware of patient's death when son called to cancel the scheduled the 4- 
week follow-up appointment on 20-JUL-2015 (approximately 2 months after the fecal transplant 
procedure). No medical information is available regarding the patient's death, for the medical records 
are at another hospital. Dr. (b) (6)and Dr.(k) (oj^oth called the patient's son to request additional 
information about the patient's death and obtain hospital records related to the patient's death, and 
neither of them were not able to reach the patient's son. Due to the patient's ongoing comorbidities 
noted during the screening visit and considering that 2 months had passed before the patient's death, 
investigators felt that the patient's death was not related to the FMT procedure. This report will be 
updated as more information becomes available. 


I B.6. Relevant Tests/Leboratoiy Data, Including Date* (continued) 


B.7. Other Relevant History, Including Preexisting Medical Conditions (e g., allergies, race, pregnancy, smoking and alcohol use. hepatic/renat dysfunction, etc.) (continued) 
Allergic to amoxicillin 


F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued) 

Lorazepam (historic medication) 

Sertraline (historic medication) 

Folic acid (historic medication) 

Aspirin Blmg (historic medication) 

Calcium Carbonate-Vita D-Mineral (historic medication) 
Dasatinib (historic medication) 

Potassium Choloride (historic medication) 

Furosemide (historic medication) 

Fluticason-salmeterol (historic medication) 

Levetiracetam (historic medication) 

Metoprolol (historic medication) 


SEP It 






PLEASE TYPE OR USE BLACK INK 



2. Outcomes Attributed to Adverse Event 

(Check all that apply) 

Q Death: _ □ Disabflity or Permanent Damage 

(mm/dd/yyyy) 

0 Life-threatening □ Congenital Anomaly/Birth Defect 

n Hospitalization - Initial or prolonged [7] Other Serious (Important Medical Events) 
0 Required Intervention to Prevent Permanent Impalrment/Damage (Devices) 


3. Dote of Event (mmAkVyyyy) A. Date of this Report (mm/dd/yyyy) 

11/24/2015 _ 11/25/2015 _ 

5. Describe Event, Problem or Product Use Error 


4. Diagnosis or Re&eon for Use (Indication) 
#1 recurrent C. cliff infection 


1. Brand Name 


7 Expiration Date 

05/05/2016 


5. Event Abated After Use 
Stopped or Dose Reduced? 

#1 Q Yes 0No □ 


■ #2 C]Yes □pownt 

u_i l— i- 'Apply 

6 Event Reappeared After 
Rc introduction? 

#1 □ Yes 0NO 0Doesnt 
Apply 

■ #2 DYes QNo 

Apply 



2. Common Device Name 


See additional page(s) for complete text. I 3. Manufacturer Name, City and State 


02015 


6. Relevant Teo to/Laboratory Data, Including Dates 



See additional page(s) for complete text. 


7. Other Relevant History, Including Preexisting Medical Conditions (e.g.. 


6. If Implanted, Give Date (mmMd/yyyy) j 7. If Explained, Give Date (mm/d&yyyy) 


$. Is this a Single-use Device that was Reprocessed and Reused on a Patient? 

Qy« Dno 


e. If Yes to Item No. ft, Enter Name and Address of Reprocessor 


See additional page(s) for complete text, 


Product Available for Evaluation? (Do not send product to FDA) 
0 Y os 0 No 0 Returned to Manufacturer on: ^ 


1. Name, Strength, Manufacturer (from product label) 
#1 Name: fecal microbiota preparation 
- -^Strength: 

Manufacturer: 

#2 Name: » 

Strength: * 

Manufacturer. 

FORM FDA 3500 (1/09) Submission of e n 


Product names and therapy dales (exclude treatment of event) 

See additional page(s) for complete text. 


F PORTPR %Sppfi''nmi r/^nt/snt^Seonannnmac kl I 


(b) (8) 


2. Health Professional? 3. Occupation A. Also Reported to: 

^ Q Yes 0 No 0 Manufacturer 

NOV § ® Z015 5. If you do NOT want your Identity disclosed 0 User Facility 

to the manufacturer, place an "X" In this box: Q 0 Distributor/Importer 

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event. 





















<^c Q !5C#(jp<P 


Individual Case Safety Report 



Patient received stool transplant product - Openbiome fecal microbiota preparation at 13:00 
on 11/24 - and developed fever and WBC to 30 by 23:00. Patient previously stable. Possible 
connection to drug, not certain. 


B.6. Relevant Tecta/Laboratory Data, Including Dates (continued) 
11/24 23:15 temperature 101.3F, 11/24 23:59 WBC 30.9 ANC 26.8 


B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g. , allergies, race, pregnancy, 
smoking and alcohol use, hepatic/renal dysfunction , etc.) (continued) 

Chronically ill, ventilated long term subacute patient with recurrent C. diff from years of 
chronic antibiotic use for multidrug resistant organisms. 


F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued) 

Scheduled Description Status Route in bsp; Frequency Start 

End r/o D/C *Rx Communication - Vaccine administration 

reminder Dispensed Commun ONCE (UNSCHEDULED) 10/01 0751 — R/O in 

bsp; D/C *tobraraycin Pharmacy Dosing Order Verified Commun snbs p; PHARMACY 

PROTOCOL 11/25 0659 — R/O in bsp; D/C artificial tears (LUBRIFRESH P.M.) Ophth 

Oint Dispensed BOTH CONJUNC BID 06/22 2100 — R/O in bsp; D/C 

atorvastatin (LIPITOR) Tab 80 mg Verified PEG TUBE EVERY BEDTIME 11/03 

2io0 — R/O fin bsp; D/C cefepime (MAXIPIME) lg in 0.9% NaCl 50mL IVPB 

(minibag) Dispensed IV inb sp; Q8HR 11/25 0000 — R/O in bsp; D/C 

chlorhexidine (PERIDEX, PERIOGARD) 0.12% Oral Soln 5 mL Dispensed TOPICAL 

ORAL Q12H 06/22 2100 — R/O in bsp; D/C famotidine (PEPCID) Tab 20 

mg Verified GTUBE in bsp; BID 11/25 2100 — R/O in bsp; D/C 

levETIRAcetam (KEPPRA) lOOmg/mL Oral Soln 250 mg Dispensed GTUBE i 

nbsp; Q12HR 06/22 2130 — R/O in bsp; D/C polyvinyl alcohol (AKWA TEARS) 1.4% 

Ophth Soln 1 Drop Dispensed BOTH EYES TID 06/22 1715 R/O 

bsp; D/C tobramycin 120 mg in NaCl 0.9% 100 mL IVPB Dispensed IV in 
bsp; Q8HR 11/25 1000 — R/O in bsp; D/C PRN Description Status 

nbsp; Frequency Start ; End R/O D/C albuterol 0-083% Neb Soln 2.5 

mg Verified ORAL INHALAT Q2H PRN 06/22 1702 — R/O in bsp; 

bisacodyl (DULCOLAX) Supp 10 mg Dispensed PR inbs p; DAILY PRN 06/22 

1702 — R/O in bap; D/C glycopyrrolate (ROBINUL) Tab 1 

mg Dispensed PO inbs p; TID PRN 10/27 1808 — R/O in bsp; D/C 

midodrine (PROAMATINE) Tab 5 mg Dispensed PEG TUBE Q6H PRN 09/18 

1417 — r/O in bsp; D/C sodium phosphates (FLEET) 1 Enema Dispensed 

nbsp; DAILY PRN 06/22 1702 — R/O in bsp; D/C Continuous 

Description Status Route & nbsp; Frequency 

0.45% IV Soln Verified IV inb sp; CONTINUOUS 

bsp; D/C 


in 


Route i 


D/C 


PR 


Start ; End 

11/25 0715 


R/O D/C NaCl 

R/O in 





t— 4 N-» V 


A U./V V U1 


C »£5 


Page 1 of J ^ 




2. Doso or Amount 

«1|-- 



11809820-01 -00-01 

... . *rtRY reporting of 

IVtCUWAILN adverse events, product problems and 

J product use errors 

The FDA Safety Information and 

Adverse Event Reporting Program Page 1 of J ^ 

/&> GS3^§X^Sfl^TfD(^ mmi 2. Dose or Amount 

t PallontIdentifier 27Age ai Yfino'fevent or ^Welgh^^ #1 

(b) (6) ~"T «?— m 

\ ' bl Du* 01 ko 

in confidence - y 

HA. -A^fflqtK1^VafflL:M:< 0J»li|cnrtJ:Wnildi l | «l:|dj|{'^|JJ 3. Dalesol Use (If unit 

1 □ Adverse Evenl □ Product Problem («.$ Meck/meHimcllons) ** tl-G-lS' 

f~l Product Use Error Q Problem with Different Manufacturer of Same Medicine ** 


2. Outcomes Attributed to Adverse Event 
(Gheck ail that apply) 


Form Approved: OWB No. 0910-0291, Expires; 6/M/20I6 
See PRA 6lateaten(on reverse 


Triage unit 
sequence # 


30 


ClSJMS 

Frequency Routo 
X / KXppt 


Routo _ 

LApper CvJoSl 


3 Dates of Use (If unknown, give duration) fromfto 6. Event Abated After 0»e 
* forbesf estimate) Stopped or Dose Reduced? 

ms) ** t V-0 ‘ _#1 QVes On© ^oesnt 


S3 Death; _ Q Disability or Permanent Damage 

(mm/ddfyyyy) 

(J L lie-threatening □ Congenital Anomaty/Birth Defect 

□ HospltoHzeUon - Initial or prolonged 0 Olher Serious (Important Medical Events) 
0 Required Intervention to Prevent Permanent Impalrmeet/Damage (Devlcee) 


3 Date of Event (mmfdd/yyyy) 4. Dale of this Report (mm/dd/yyyy) 

n-u-is' _ ^ a • 3 - i s" 

6 Describe Event, Problem or Product Use Error i 

P ,-oAju-^ O-ojS <aNa^ 

Cxj^C. fc-O 

ft- (b)(6) 

-ip 

Vr>4o^ • 


6 Relevant Tests/leboratory Data, Including Dales 


DEC - 7 2015 


7. Other Relevant History, Including Preexisting Medical Conditions (e g., 
allergies, race, pregnancy, smokhg and alcoholuse, Hwr/k'dney problems, etc.) 

. Ca OnJg^n^ f 

o-w|^eiuo>iu> ; j £>M 


7. Expiration Date 


c. common Device Name 

2b. Procode 

3. Manufacturer Name, City and Stele 


4. Model V 

Lot# 

6. Operator of Devlee 
0 Health Professional 

Catalog 0 

Expiration Date (mnVdd/yyyy) 

0 Lay L/ser/PaUent 

0 Other 

Serial fi 

Unique Identifier (UDI) # 


6. If Implanted, Give Dot© (mm/ddfyyyy) 7. If Explented, Give Data (mm/dd/yyyy) 

C. I» IhU o Slnglo-uso Dovlco thol wes Repfoceisad and Routed on a Pattont? 

□ Yes Ono 

fl. If Yes to Hem Ho. f, Enter Namo end Address of Reprocessor 



Product Available for Evaluation? (Do not send product to FDA) 

0 Yes 0 No Q Rammed to Manufacturer on; _ 

\. Name, Strength. Manufacturer (from product label) 

#1 Name: Y&L+Si S>PDA^<3r" 

Strength: /k\ /Q\ 

Manufacturer G»*_ V / \ / 




Strength: 

Manufacturer fr \PtY\ | 
#2 Mame: ‘ 

Strength; 

Manufacturer. 

FORM FDA 3500 (2/13) 


I F OTHER (CONCOMITANT) MEDICAL PRODUCTS 


Product names and therapy dates (exclude treatment of event) 


(b) (6) 


i. now nvpvn«u iu. 


(23 V e » D No I |1>J _ 0 Manufacturer 

5. If you do NOT went yeur Identity dteclo»*d ~ 0 User Facility 

_to the manufacturer, place an "X fc In (Me boxi 0 (/§ Dfctribulor/lmporier 

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the ever«.- 

















Ce 37033 


11609820-01-00-02 

MED WATCH 

The FDA Safety Information and 
Adverse Event Reporting Program 


I B.5. Describe Even! or Problem {continued) 


UATION PACE) 

For VOLUNTARY reporting of 
adverse events and product problems 

Page 3 of 3 


ft. c. ?-4>eU- ^ 

/vc-Spch-S' Of" ^ S ^ 

w *f 

o~ prxa'o.Jbt U?0u t Li> J > S - 

-fi^^A3U)r 3U< ^7bV (6)^ Q 


B 6. Relevant Tesls/Leboratory Dale, Including Oatca (continued) 

^ AJC(Uj>Jt wJx>fM)Stov a ^' &\y^ Itji^ /<A~a>+**-Q 
U0 *<w0 &»&**-' 


B.7. Other Relevant History, including Preexisting Medical Conditions (e.g, allergies, race, pregnancy, making and alcohol use, hepoUc/fenst dysfunction, eic.) (continued) 





PLEASE Tyre OR USE BLACK. INK 


2015-12*23 14:10 

Individual Case Safety Report 


(b) (6) 


» 


P 1/2 


lllllll 


11870841.-01 -00-01 


iRY reporting of 
xiuct problems and 
use errors 

e 1 of£l / 



farm Approved 0MB Ho, 0910-0201, Expires: 8IW/ZD13 
i^tAcwemcm on reverse. 


i I.:. Age B tune «r Evan w 

(b) (6) D “ ,00,Krth; 
n 

ip 


WDVERSH 



4. weight 


JlL** 




Cheek «J mat oppty, 

1 JjrsfAdvoroe Evert Q Product Problem (e g., dofocta/toeffUiKtiOns) 
n Product Uso Error Q PrvWom with Different Wanufocturer of Ssmo Modlcln© 


2. Outcomes Attributed to Attvottte Event 
fChocfc 40 that apply) 


P Death: _ 

(rrvnVd/rm) 

1 I UleHhr**tte*pnp 


Q DtesMity or Permanent Carnage 
H Conpanflal Anomety/BMJi Dck<4 


HocpitBljMtion -InUte! or protoneed Q Othor Borious (Important Medlooi evtnte) 
Required Intervention ic Prevent Pcrmanont tmpalrrrtem/Dem&ge (Devices) 


3. Date of Event (mm/ddfyyyy) 

i*2.lzo)trnc, 


4. Oslo of tnio Report (mm/ddSyyyy) 

ufzjjip 


£. Describe Event, Problem or Product Uoo Error 


pV c SzOivll CfcM'S, 

1 f W**&**J1*'~- - 

^mx skfftfo w. W 

Muf***^ 

sic (b) (6) iu„*f <b) (6) wrt 

pfr.* ) Q ■WrK , 


6. Rolovonx Taots/Laboratory Data, Including Dates 

(b) (6) 6-T 5 c*?Vv - «c14k 

i *lE> 


2. Doso or Amount 

Oil " 


Triegs unit 
sequenced 


^bibb©^ 


6u3±£L 5 


02 


Frequency 


Route 




I 


3. Doles of U*o (0 unknown, giro duration) fiomAo 
(or tool o&timato) 


#2 


4. Diagnosis or Reason for Use (Indtcaboa) 

C- Crell^ 


« 


6. Lot# 

01 


n 


(b) (6) ‘■"fck 


V/rtf\ C* 


Wtg.'tq 4o 


kfeu 


5. Evont Abotod After Uao 
Stopped or Dose Roducod? 

#1 DVea Qno 
_ Apply 


02 DVcs Dno 


I. Event Rooppoorod After 
Rcintroduction? 

#1 Dvm Dno 


Ml □ Yoo Qno gg ***”^ 


8. WDC V or Unique ID 


go 


1. Brand Nemo 


a/a 


2. Common Dovteo Wcm® 


3. i^anufaciuror Nemo, city and fctete 


2b. Proa ode 


0EC $ 4 2015 


4. Model P 


Catalog # 


Serial 0 


Expiration Date (mm/dd/yyyyf 


Unique lekmtfftor (UtM) 0 


3. H Implanted, Ghte Oote (mm/ddfyyyy) 


7. If Explan ted, Gl 


b, Operator of Dovloo 
f~| Hoaittl ProTwotorwl 

□ uy U»ar/Patteftl 

□ other; 


I vo Date (mrtMd/yyyy) 


w&l ?t-k.(b) (6) M'(b) (6)r la Ihte a BlngNi-uao Daviee that v/aa Rc^roooftood and Rauae'd on a Psttent7 

* ' \ / r**i rniL. 


7. Other Rojovanf Ht$tO>y, hdwdlng Prooalstlng Medical Coftdttlona (a,g., 
aUargton, noo, pragnoncy, smoking and alcohol usa. Uver/kidney protioma, efc.J 

C^, W '<■ ^Wif^rtASlc, f 

li+Jl 

U Casm 


DYm DNo 


6. |f Yas to Mam No. 0, Enter Memo and Addrooo of Roproeoooor 


= ^§®Q!X^ 


a i3^s36^ 

Product Avpitebte for Evaluation? (Do not send product to FDA) 
I"! Yoo |^f& Q Returned to Manufa^urer oni 


7 ww&mr 



m& t Strongth, Manufocturer (from product label) 


Strength; 
lonufactumr: 


|#2 Name* 
Etrongth: 
Manufacturer. 


r fetyil /vt \CYV0^ rk BT*fl 
Q fe.fr _ 




Product nontoo and therapy dotea (oitctudB traotmaol otovont) 


(b)(6) 



16. If you Go NOT want your Identity dlfeetosod 

to Tho TnanufoetwsK, pteoc dh “X” In this bwr □ 


A. Mao Reported to: 

_Manufacturer 

P Uaar Facility 
P Dutributor/lmporicr 


FOkfVi FDA 3500 (2/13) Eubmiseion at a ttpon does not constitute on admission that medical peraonnei or etc product caused or contributed to the even!, 


D88 

DEC 84 208 





TYPE OR USB BLACK ONK 



5» 18003320178 


Fsrm DM8 R#. IHHMCTI. r.*&w. WWW 

BW f*RA rtstetowfl on nr*w«r. 


TAftY reporcln# uf 
product problem* und 
product w crroa 

p«9« 1 off I 


^■swaasani 


[TrA^ufuT 


jsatftmfisgC 


Tift© FPASctefy frcfonnrctfan mi 
Mvcnsv iwf^ R??#rtSi\g Prcgrasn 


Frogt^ncy 


otto orArngi/nt 




ErPcmste 

□ Mete 


16. BremMataJ After Ueo 
\mppo6 or &*ee Roducsstf? 

« Dv« Gno 'Ofe* 


&. &Dt08 Ugp Ww&nvirru 9*w *t*vl 
fat ompoto) 4 

*> miMs: J 


( 3 'tofwoc Evom D frottttn #.*, 

□ Protect Udq Ervw □ Probfen vat* oiWssoid Wonufecjuwf cP S««w 


8, Mo&swifc ^ Roown for Uoo ftodtoftfiKT 

« rt P i, . A <rf 


n Dpfl^ 


□ DiraWfiy ««• Pf^mcrn Doroo$o 

Q LMvooleni^ V-W Cl Conganitri An^dy/etrth E/o/acJ 

^ilaipftaJkHfian > MtMi w ombogod Q Ovw 8erfm 0**wt8fltMctf eoi EtfMU} 
Q WwVCTJ^n foPfevfrnt Pcnnejwit |mp*Vovy»l/Dimt*l (0evt£O3l 

rD5&o51S5|f?J^ ’ U,D«W*fWttt ~ 


fDocsfrt 


Doesn't 


2b Prwod# 


ft. OKf«ftrft?lcvtee 
QHQi^Prote&stonal 

□ uyU&o'/Psatert 


CatotoflP 


ilqub teontwior fUpQ* 


rVCM Twte/UBbwatery Dala, Including DOfeo 


fcteo Ocio ft 


0 fe bnptantad, GW® Pito 


DVfto DWo 
"er Vob t© ncre wo. 


7. Oihor ftolaveni HiftWry* Irariwiing f*e«Kbtfing Wo< 
rose, pKrSAwcy, mutting wa etfeoAo# wo. 


! p/&tftrd wema* omr rteropy «fefc& fwrsfvtfa fo»afo*o/rf ©f wwiU 


Protect Avdaifc for evftlu&fcteftf {Go o«! toodpfodMi fo rnA) 
0Yoi5 pfo j~] ROiumadtoMonutaUtt'** , . 


ftem* jp 

■ferw^tte 

M?n©focfyrar: 


'fotbwio&afr \$ 


J I AA&»-*Gf>on«J to: 
Monufowuw 
^Tyu Uopr FeoflOy 
g I p oiciffouiwfimoorwr 
or cDftJiftvied 16 the fcvonl 


— izr^pwo XL^iuiMt 

fo iho m£jftWf»fc)rof, pto“>» ^ tosa 

IhDt paraonoeJ ca l^e produca KrUS( 


F2 NftflOfe: 
Slrcf^Sh: 


Suhnnaaiofl of 8 r&pen ftot confute an 


‘S 

! m 





PLEASE TYPE OR USE BLACK [NK 


C'B'EtK. 


Individual Cas® Safety Report 


12105468-01-00-01 


•eporting of 
problems and 
Tors 


Form Approved: OMB No. 0010-0291, Expiree: 0/30/2018 
See PRA statement on reverse. 


Triage unit 
sequence # 
FDA Rec. Date 


m 


3. Date of Event (dd-mmm-yyyy) 
04-Feb-2016 


Wote: For date prompts of “dd-mmm-yyyy’' please use 2-digit day, 3-letter month 
abbreviation, end 4-digit year; for example, 01-JuF2015. 


4. Weight 


3. Dose or Amount 

#1 |250 cc 


Frequency Route 

[once I Isigmoidoscopy 


1. Patient Identifier 

3) (6) 

2 jg ee □ Year( S ) 
I - ! Weok(o) 

□ Month(a) 

□ Day«(«) 

3. Sex 

0 Female 

In Confidence 

or Date of Birth (e.g., 06 Feb 1925) 

(3 Male 



5.a. Ethnicity (Check 6.b. Race (Check ell that apply) 

single best answer) Q Asian □ American Indian or Alaskan Native 

□ Hispanic/Latino Q B]wck or Afhcan American □ White 

[3 Not Hispanic/Latino g Native Hawaiian or Other Pacific Islander 

[' | 

1. Chech oN that apply 

E3 Adverse Event 0 Product Problem (e.g., chfects/malfunctions) 

□ Product Use Error 0 Problem with Different Manufacturer of Same Medldno 


2. Outcome Attributed to Adveroe Event (Check aH that apply) 

3 Death Include date (dd-mmm-yyyy): (b) (6) 

□ Life-threatening 0 Disability or Permanent Damage 

□ Hospitalization - initial or prolonged 0 Congenital Anomaly/Birth Defects 
0 Other Serious (Important Medical Events) 

0 Required Intervention to Prevent Permanent Impairment/Damage (Devices) 


4. Dates of Us© (From/To for each) (If unknown, 
give duration, or best estimate) (dd-mmm-yyyy) 
#1 01/21/2016 

#2 01/28/2016 


5. Diagnosis or Reason for Use (indication) 

#1 severe C difficile infection 


4. Date of this Report (dd-mmm-yyyy) 
05.Feb_2016 


5. Describe Event, Problem or Product Use Error 

86 y/o M with glaucoma/legally h /Jw C x Pnci atrial 
fibrillation# who was admitted (o)(6) with severe# 
complicated C difficile colitis. He underwent fecal 
transplant x 2 (1/21/16 and 01/28/16). Leukocytosis 
improved. Stools became formed. On (b)(6) he 
A fC\ hypotension# hypoxemia. Expired on 
(D) (b) Blood culture grew gram negative rods. 


6. Relevant Tests/Laboratory Data, Including Dates 

Blood culture 02/03/2016: Klebsiella pneumonia 


7. Other Relevant History, Including Preexisting Medical Conditions (e.g., 
allergies, pregnancy, smoking and alcohol use, fiver/kidney problems, etc.) 
atrial fibrillation, hypertension# glaucoma 


2. Product Available for Evaluation? (Do not send product to FDA) 

0 Yes [3 No 0 Returned to Manufacturer on (dd-mmm-yyyy) 


D. SUSPECT PRODUCTS 


Marne, Manufacturer/Compounder, Strength (from product label) 


Name and Strength 
onor stool 


i _ wnr a nr i ininttf* in 

(b) (6) 


#1 - Manufacturer/Compounder 

Openbiome 

#1 - Lot# 

#2 - Name and Strength 

Donor stool PPR 

99 

m 

P2 - NDC # or Unique ID 


#2 - Manufacturer/Compounder 
Openbiome 


(b) (6) 


6. Is the Product 
Compounded? 


7. Is the Product Over- 
tho-Counter? 


#1 0 Yes |3 No 0 Yes 3 No 


*2 0 Yec BNo *2 0 Yes B No 


8. Expiration Dote (dd-mmm-yyyy) 


E. SUSPECT MEDICAL DEVIC 


0. Event Abated After Use 
Stopped or Dose Reduced? 

#1 0 Yes 0 No 3 Doesn’t 

apply 


#2 0 Yes 0 No 3 Doesn’t 
apply 

10. Event Reappeared After 
Reintroduction? 

#1 0 Yes 0 No 3 Doesn’t 
apply 


#2 0 Yes 0 No 3 Doesn’t 
apply 



2. Common Device Name 


. Manufacturer Name, City and St^pjc^g ^ 



5. Operator of Device 
0 Health 
Professional 
0 Lay User/Patient 

Unique Identifier (UDJ) P I ^ 0th#r 


6. If Implanted, Give Date (dd-mmm-yyyy) 7. If Ex planted, Give Date (dd-mmm-yyyy) 


8. Is this a single-use device that was 
reprocessed nnd reused on a patient? 0 Yee 0 No 


8. If Yes to Item 8, Enter Nome and Address of Reprocessor 


Product names and therapy dates (Exdude treatment of event) 




1. Name and Address 






(b) (6) 


2. Health Professional? 3. Occupation 
E Yes 0 No Physician 

5. If you do NOT want your Identity disclosed 
to the manufacturer, please mark this box: 0 


4. Also Reported to: 
13 Manufacturer/ 
Compounder 
0 User Fadity 
0 Distributor/Importer 


FORM FDA 3500 (10/15) Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event. 





































TYPE OR USE) 


Individual Case Safety Report 


12166980 - 01 - 00-01 


ARY reporting of 

roduct problems anlr 

: use errors I j U e 


Form Approved: OMB No 0910-0291, Expires. 9/30/2018 
See PRA statement on reverie 


Triage unit 
sequence # 
FDA Rec. Date 


imzmmx 


Note 1 For date prompts of ■dd-mmm-yyyy’ please use 2-digit day, 3-letter month 
abbreviation, and 4-digR year, for example, 01-JuF2015. 


Dose or Amount 


In Confidence 


2 g g 9 ® 13 Year(s) 0 Month(s) 

3. Sex 

□ Week(s) 0 Days(s) 

0 Female 

or Date of Birth (e g . OB Feb 1925) 

3 Male 

~ 



4. Weight 


5.a. Ethnicity (Check S t Race (Check ail that apply) 
stngie best answer) Q Asian 0 American Indian or Alaskan Native 

O Hispanic/Latino Q Black or African American E3 White 

Not Hispanic/Latino 0 Native Hawaiian or Other Padtic Islander 


1. Check all that apply 

3 Adverse Event 0 Product Problem (e.g., defects/malfunctbns) 

□ Product Use Error □ Problem with Different Manufacturer of Same Medicine 


2. Outcome Attributed to Adverse Event trhenk mti '#/>*/ 

3 Death Include date (dd-mmm-yyyy) _jDjJP)_ 

□ Life-threatening □ Disability or Permanent Damage 

□ Hospitalization - initial or prolonged □ Congenital Anomaly/Birth Oefects 
0 Other Serious (important Medical Events) 

□ Required Intervention to Prevent Permanent Impairment/Damage (Devices) 


4. Date of this Report (dd-mmm-yyyy) 
2 6_Feb_2016 


5. Describe Event, Problem or Product Use Error 

Patient will multiple comorbidities; severe C 
difficile infection. Treated with FMT. Though the C 
difficile improved, he continued to suffer from 
cardiac and respiratory issues as well as compromised 
neurologically from recent hemorrhagic 1Was 
transferred to hospice and expired on (D) (u) 


6. Relevant Tests/Laboratory Data, Including Dates 

WBC 36,000, C diff 4 Abdominal CT-fluid filled 

colon (at admission (D) (b) 

Sigmoidoscopy on Oi/ll/16-uiild pseudomembranes 

_I - - ■ 

7. Other Relevant History, Including Preexisting Medical Conditions (e g, 
allergies . pregnancy, smoking and alcohol use, liver/kidney problems, etc.) 
hemorrhagic CVA, PEG tube placement, mitral valve 
replacement/mechanical valve, myelodysplastic syndrome 




Frequency Route 


4. Dates of Use (From/To for each) (If unknown. 

give duration, or best estimate) (dd-mmm-yyyy) 
#1 06/jan/2016 


£2 ll/jan/2016 


5. Diagnosis or Reason for Use (indication) 

#1 severe, refractory C difficile 


7 Is the Product Over- 
the-Counter? 


6. Is the Product 
Compounded? 


#1 □ Yes H No #1 □ Yes g] No 


#2 □ Yes □ No #2 □ Yes Kl No 


8 Expiration Date (dd-mmm-yyyy) 

#1 - I *2 


6. Event Abated After Use 
Stopped or Dose Reduced? 

#1 □ Yes □ No C*3 Doesn't 
apply 

#2 □ Yes □ No 0 Doesn't 
apply 


10. Event Reappeared After 
Relntroductlon? 

#1 □ Yes □ No 3 Doesn’t 
apply 


#2 □ Yes □ No 3 Doesn't 

apply 


V Brand Name 



6. If Implanted, Give Date (dd-mmm-yyyy) I 7. If Explanted, Give Date (dd-nvnm-yyyy) 


8. Is this a single-use device that was . 

reprocessed and reused on a patient? LJ Yes LJ no 

9 If Yes to Item 8, Enter Name and Address of Reprocesaor 


2. Product Available for Evaluation? (Do not send product to FDA) 

£3 Yes □ No □ Returned to Manufacturer on (dd-m/nm-yyyyj 


|l. Name, Manufacturer/Compounder, Strength (from product label) 


#1 - Name and Strength 
FMT 

#1 - Manufacturer/Compounder 

Ope nb Lome ^ 

#2 - Name and Strength 

™t_ MAR 0 8 20IS 

#2 - Manufacturer/Compounder 


#1 - NDC # or Unique ID 
#1 - Lot# 

(b) (6) 

#2 - NDC # or Unique ID 


r (MtQGPs aannoaL j^§M)g!jg 

Product names and therapy dates (Exclude treatment of event) 


1. Name end Address 


(b) (6) 


2 Health Professional? 3. Occupation _ 

3 Yes 0 No physician _ 

5. If you do NOT want your identity disclosed 
to the manufacturer, please mark this box: 0 


4. Also Reported to: 
]3 Manufacturer/ 
Compounder 
0 User Facility 
0 Distributor/Importer 


FORM FDA 3500 (10/15) 


(b) (6) t0 the manufacturer, please mark this box: 0 Q oistributor/lr 

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event 

j VJc-o 
































PLEASE TYPE OR USE BLACK INK 


individual Case Safety Report 







12203638-01-00-01 


The FDA Safety Information and 
Adverse Event Reporting Program 


\RY reporting of 
jduct problems and 
product use errors 

Page 1 of f 1 


Form Approved OMB No 0910-0291. Expires: 6*0/2015 
See PRA statement on reverse 


[Tnoga unit 
sequence * 




ll. Patient Identifier 


in confidence 

a.flBwaaeg 


2. Age at Time Of Evont or 13. Sox 
Dais of Birth: 

(b) (6) 1 ’ 5C ’"~ 


tit 


R 0 KCJ GtTjR,R © BL ! fc M 


□ Male 

Usaaagg 


_lb 


| Check aE that appty: 

fl® Adverse Event □ Product Problem {c.g., dotects/maltuncbons) 

QV. 


i—• - ' 

“1 Product Use Error 0 Problem with Different Manufacturer of Samo Medidne 


2 Outcomes Attributed to Adverse Event 

(Check elt that apply) 

0 Death:_0 Disability or Permanent Oamage 

□ Congenita! Anomaly/Birth Defect 


12 Dose or Amount 

Frequency 

Route 

#1 

'bo ovl 

M ! 

w gT ' 

02 

! 

_1 


- - 1 

| 

3. Dates of Use (If unknown, give duration) from/to 
(or best estimate) . . 

5. Event Abated After Use 
Stopped or Doss Reduced? 

#1 □ Yes 

02 

4 Diaonoois or Reason for Uso (Indicahon) 

- #2 0 Yes 0No 


(mmfddfyyyy) 

0 Life-threatening 


| | Hospitalization - initial or prolonged 0 Other Serious (Important Medical Events) 
| | Required Intervention to Prevent Permanent Impairment/Damage (Devices) 


3 Date of Event (mm/dd/yyyy) 


5. Desedbe Event, Problem or Product Use Error 


4 Dale oflhl, Report (mm/Ottfyyyy) 


_ VO \AA\ 


*3 


W aw.*t 

o{q l*. VOO\* 


B Relevant Tests/Uboretory Data. Induding Dates 

H /Jr- 
CTU ' ' •' 


ttftR 


%% ZOft 


7. Other Relevant History, Including Pretufottog Medical Conditions (e g.. 
aftergtes race, pregnancy, smokkiQ end alcohol use, frver/ktcfnvy problems. etc.) 


oUvitokd. 56 UF -L»>"V&b, 

<’~f (r V T rni 


UOVvw’ 






(b) (6) 


' ’ Expiration Date 






1“ 


MEDICAL 


Rc introduction? 

#1 DYes ON® 


;« □*« ci°£r 


9. NDC 0 or Unique ID 


1 Brand Marne 


2 Common Device Name 
b). Manufacturer Name, City and State 


N/+r 


2b Procods 


4 Model $ 

Lot 0 

5 Operator of Device 



0 Health Professional 

Catalog 0 

Expiration Date (mm/dd/yyyy) 

0 Ley Uecr/Pabent 



0 Other. 

Serial# 

Unique identifier (UD1) 0 



6. If Implanted, Give Date (mm/dd/yyyy) I 7. If Exp tented, Give Date (mm/dd/yyyy) 


8 U> this a Single -oso Do vice that was Reprocessed and Reused on a Patient7 
0 Yes 0 No 


9. If Yoa to Item No. 6, Enkw Nome end Address of Reprocessor 


ja. <§ _ 

Product names and therapy datoa (exclude treatment of evert) 

w /A- 

(Su gteaa 


r.rl)[du feTIMi uiiii 




Product Available for Evaluation? (Do not send product to PDA) 
0 Yes |<LNo 0 Returned to Manufacturer on: 

gg 




1. Mime, Strength, Manufacturer (fromproduct tat 

#1 dame: TUT h&tt fe, \ 

.Strength , ._ 

Manufacturer 


(mm/aayyyy) 

(b) (6) 


1 02 Name: 
Strength 
Manufacturer. 


(b) (6) 


| 4. neaun rroir»>iui«>i 

Yes 0 No 


'6|C/ ’A M 


5 If you do NOT went your identity disclosed 
to the manufacturer, place an “X* in this box: 


Manufacturer 

_'User Fao.lity 

0 Distributor/Importer 


IVwinui<K.:uic< _| l —- 1 - ■ --- 

FORM FDA 3500(2/1 3)-Submit o' a report does nol constitute an admission thal fnedcal personnel or the produa cau&l or contnbuted to #» ewrt 






LI—I- * ' 

|71 Mot Hispanic/Letino J”j ^a^ve Hawaiian or Other Pacific Islander 


1. Check 80 that apply 

[7| Adverse Event Product Problem (e g., defects/matfunchons) 

□ Product Use Error □ Problem with Different Manufacturer of Same Medicine 

2. Outcome Attributed to Adverse Event (Check all that apply) 

□ Death Include date (dd-mmm-yyyy). - 

__ , PI Disability or Permanent Damage 

□ Life-threatening l—I 

[7) Hospitalization - Initial or prolonged □ Congenital Anomaly/Birth Defects 
0 Other Serious (Important Medical Events) 

0 Required Intervention to Prevent Permanent Imp airment/Damage (Devices) 

3. Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy) 

01-Apr-2016 04-Apr-2016 


5. Describe Event, Problem or Product Use Error 

See additional page{s) for complete text. 


6. Relevant Tests/Uboratory Data, Including Dates 




C. PRODUCT AVAILABILITY 


6 If impianted, Give Date (dd-mmrr.-yyyy) 7 K Ex P ianUd G,v * D * te 

8. Is this a single-use device that was n Ves fl No 

reprocessed and reused on a patient? LJ 1—1 


9. If Yes to Item 8, Enter Name and Address of Reprocessor 


‘TTProduct Available for Evaluation?^ nof send product to FDA) 
Q Ves [7] No 0 Returned to Manufacturer on. - 



(dd-mmm-yyyy) 


| ’jD. (SliSPECTiPR’QDljCTS% 


- Kl'irrvo onH Qtrorvrrfh 

(b)(4) 


#1 - Manufacturer/Compounder 
OpenBiome 

#2 - Name and Strength 


I #2 - Manufacturer/Compounder 


■H 

d uct label) 

V or Unique ID 


(b) (6) 


#2 - NDC # or Unique ID 




1 Nam* and Address ____ 

(b) (6) 


n»;. .aa* 

i iKj± 


2. Health Professional? 3. Occupation 

[2Yes 0No Medical Doctor 

(Physician) 

5 If you do NOT want your identity disclosed 
to the manufacturer, please mark this box: 0 


4 Also Reported to: 
m Manufacturer/ 
Compounder 
0 User Facility 
0 Distributor/Importer 


FORM FDA 3500(10/16) Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event. 

d r. !-» <* ^s*S'4/: 

r'K £ /Ijin 






















































































ui~! 57 F 


Individual Case safety Report 



1 2240892^01-00-02 


The patient received n p^n% 1C me FMT (b)(4) fecal transplant on 3/24/2016. He was kept in 
the hospital until (D) (Dy His diarrhea resolved completely prior to discharge. He was 
afebrile and without abdominal pain/tenderness at discharge. In addition, he had no evidence 
of leukocytosis or renal dysfunction during this hospitalisation. Following discharge, the 
diarrhea recurred and he developed severe abdominal pain. He returned to the hospital on 
(D)(6) with recurrent C. diff, pancolitis and colonic perforation as well as secondary psoas 
abscess complicated by necrotizing fasciitis. He underwent exploratory laoarotomv, subtotal 
colectomy with end ileostomy and debridement of the left thigh wound on (b) (6) He’s 
currently in the Intensive Care Unit on pressors and intubated. He is making minimal urine 
output and may require dialysis. 


B.6. Relevant Teste/Laboratory Data, Including Dates ( continued) 


B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g. allergies, pregnancy, smoking 
and alcohol use, hepatic/renal dysfunction, etc.) (continued) 


Cl uoa r — r\ 1 r\ m; 1 r> from (b)(6) /LW „ V 

(b) (6) chronic hepatitis B (on (b) (6), presumed 

disseminated MAC, latent TB infection, prior CMV viremia and stage 4 DLBCL (diagnosed in 
8/2015, s/p 3 cycles of R-EPOCH most recently in 1/2016, in complete remission in 11/2015 + 
high-dose methotrexate). He received a fecal transplant iD the setting of his third episode of 
C. difficile colitis. 


F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) ^continued) 



Receipt No: RCT-93891 FDA 3500 Form 

CTU No.: FDA-CDER-CTU-2017-69194 | Department: CBER | RCT No.: RCT-93891 | CTU Triage Date: 01-11-2017 | AER #: 141518 
19 | Total Pages: 4 


All dates displayed in the report are in EST(GMT-05:00) time zone 


ISWSMuateflis _ _ _ __ 

Company Unit 

CDER-CTU 

Originating Account 

FAERS 

Source Medium 

MWO (Drug) 

Source Form Type 

E2B XML 3500 

Priority 

Routine 

FDA Received Date 

01-Nov-2017 

CTU Received Date 

01-Nov-2017 

CTU Triage Date 


Report Type 

Spontaneous 

Report Classification 

Drug 

Assign To 

User 

User/Group 


Forward to Department 

0 CDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B) 


Case 

Reporter 


First Name 


Last Name 


Email Address 


Phone 


a 


(b) (6) 




Patient Identifier (In Confidence) 

(b) (6) 



Age 

38 Year(s) 



Date of Birth 




Sex 

Female 



Weight 

67.1 kg(s) 



Ethnicity (Check single best 
answer) 

Hispanic/Latino 



Race (Check all that apply) 

□ Asian 

1 1 American Indian or Alaskan Native 

ED Black or African American 

0 White 

0 Native Hawaiian or Other Pacific Islander 





Check all that apply 

0 Adverse Event 

1 1 Product Use Error 

ED Product Problem (e.g., defects/malfunctions) 

CD Problem with Different Manufacturer of Same Medicine 



Outcome Attributed to Adverse 
Event (Check all that apply) 

ED Death 

ED Life-threatening 

ED Hospitalization - initial or prolonged 

1 1 Other Serious (Important Medical Events) 

ED Disability or Permanent Damage 

1 1 Congenital Anomaly/Birth Defects 

1 1 Required Intervention to Prevent Permanent Impairment/Damage (Devices) 



Date of Death 




Date of Event 

28-Oct-2017 



Date of this Report 

01-Nov-2017 


reEESfflgg Isaak 1® 

irW; 


Generated by: SYSTEM 


Generated on: 


01-Nov-2017 14:46:05 


Page 1 of 4 





Receipt No: RCT-93891 FDA 3500 Form 

CTU No : FDA-CDER-CTU-2017-69194 | Department: CBER | RCT No.: RCT-93891 | CTU Triage Date: 01-11-2017 | AER #: 141518 
19 | Total Pages: 4 



' . .. ' 



Product Name 

Fecal Transplant 



Strength 


If Other 




Manufacturer/Compounder 




NDC# or Unique ID 




Lot Number. 




Dose or Amount 


If Other 




Frequency 

Other 

If Other 

once 



Route 

Rectal 

If Other 




Therapy Start Date 

18-Oct-2017 



Therapy End Date 

18-Oct-2017 



Therapy Duration 


If Other 




Diagnosis or Reason for Use 
(indication) 

Chronic Pouchitis 



Is the Product Compounded? 




Is the Product Over-the-Counter? 




Expiration Date 

18-Oct-2017 



Event Abated After Use Stopped 
or Dose Reduced? 

Doesn't Apply 



Event Reappeared after 
Reintroduction ? 

Doesn't Apply 



^wwwcf jggggg 



Brand Name 




Common Device Name 




Procode 




Manufacturer Name 




Generated by: SYSTEM 


Generated on: 


01-Nov-2017 14:46:05 


Page 2 of 4 






























Receipt No: RCT-93891 FDA 3500 Form 

CTU No.: FDA-CDER-CTU-2017-69194 | Department: CBER | RCT No.: RCT-93891 | CTU Triage Date: 01-11-2017 I AER #: 141518 
19 | Total Pages: 4 


City 


State 


Model # 


Lot# 


Catalog # 


Expiration Date 


Serial # 


Unique Identifier (UDI) # 


Operator of Device 

□ Health Professional 
ED Lay User/Patient 
ED Other 

Other 


If Implanted, Give Date 


If Explanted, Give Date 


Is this a single-use device that 
was reprocessed and reused on 
a patient? 


If Yes for the above field, 

Enter Name and Address of 
Reprocessor 




Product Name 
Strength 

Therapy Start Date 
Therapy End Date 


Last Name 
First Name 
Address 
City 

State/Province/Reg ion 
Country 

ZlP/Postal Code 

Phone 

Email 

Health Professional? 
Occupation 


If Other 


(b) (6) 



Yes 

Physician 


If Other 


Generated by: SYSTEM 


Generated on: 


01-Nov-2017 14:46:05 


Page 3 of 4 











Receipt No: RCT-93891 FDA 3500 Form 

CTU No.: FDA-CDER-CTU-2017-69194 | Department: CBER | RCT No.: RCT-93891 CTU Triage Date: 01-11-2017 | AER #: 141518 
19 | Total Pages: 4 



Also Reported to 

D Manufacturer/Compounder 

El User Facility 

Cl Distributor/Importer 



If you do NOT want your identity 
disclosed to the manufacturer, 
please mark this box: 

□ 



Generated by: SYSTEM 


Generated on: 


O1-Nov-2017 14:46:05 


Page 4 of 4 




Receipt No: RCT-105326 FDA 3500 Form 

CTU No.: FDA-CDER-CTU-2017-80528 ! Department: CBER | RCT No.: RCT-105326 | CTU Triage Date: 15-12-2017 | AER if: 14289 
912 | Total Pages: 4 


All dates displayed in the report are in EST(GMT-05:00) time zone 




Company Unit 

CDER-CTU 

Originating Account 

FAERS 

Source Medium 

MWO (Drug) 

Source Form Type 

E2B XML 3500 

Priority 

Routine 

FDA Received Date 

15-Dec-2017 

CTU Received Date 

15-Dec-2017 

CTU Triage Date 


Report Type 

Spontaneous 

Report Classification 

Drug 

Assign To 

User 

User/Group 


Forward to Department 

1 _:___ 

0 CDER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B) 







Case 

Reporter 

First Name 

| Last Name 

__ 

Email Address 

Phone 

0 

(b) (6) 

J-1 - 1- --- 


wmrm? 



Patient Identifier (In Confidence) 

(b) (6) 



Age 

38 Year(s) 



Date of Birth 




Sex 

Female 



Weight 

67.6 kg(s) 



Ethnicity (Check single best 
answer) 

Hispanic/Latino 



Race (Check all that apply) 

□ Asian 

□ American Indian or Alaskan Native 

Black or African American 

0 White 

CD Native Hawaiian or Other Pacific Islander 




Check all that apply 

12 Adverse Event 
□1 Product Use Error 

CD Product Problem (e.g. t defects/malfunctions) 

CD Problem with Different Manufacturer of Same Medicine 



Outcome Attributed to Adverse 
Event (Check all that apply) 

□ Death 

□ Life-threatening 

CD Hospitalization - initial or prolonged 

CD Other Serious (Important Medical Events) 

□ Disability or Permanent Damage 

CD Congenital Anomaly/Birth Defects 

CD Required Intervention to Prevent Permanent Impairment/Damage (Devices) 



Date of Death 




Date of Event 

20-Nov-2017 



Date of this Report 

15-Dec-2017 



Generated by: SYSTEM 


Generated on: 


15-Dec-2017 09:15:29 


Page 1 of 4 













Receipt No: RCT-105326 FDA 3500 Form 

CTU No.: FDA-CDER-CTU-2017-80528 | Department: CBER | RCT No : RCT-105326 | CTU Triage Date: 15-12-2017 AER #: 14289 
912 | Total Pages: 4 


Describe Event, Problem, or Product Use Error: Participant reported experiencing increased nausea and stool frequency in 
clinic during her follow up visit. Participant reports having decreased energy and infrequent appetite. Participant denies seeing 
any blood in her stool. Participant also stated that these symptoms have been occurring since receiving the fecal transplant. 



Participant is allergic to gadolinium containing compounds, morphine, and Zofran. She has been diagnosed with ulcerative 
colitis associated pouchitis for which this intervention was indicated. 


IP 



Product Available for Evaluation? 
(Do not send product to FDA) 

No 


_ 

Returned to Manufacturer on 



JiT 

.•3|ilSPpSf' P|?QJ3J|i^S . .. - t .,, .. - . : 


Product Name 

Fecal Microbiota 



Strength 


If Other 




Manufacturer/Compounder 




NDC# or Unique ID 




Lot Number 




Dose or Amount 


If Other 




Frequency 

Other 

If Other 

Administered once 



Route 

Rectal 

If Other 




Therapy Start Date 

18-Oct-2017 



Therapy End Date 

18-Oct-2017 



Therapy Duration 


If Other 




Diagnosis or Reason for Use 
(indication) 

Ulcerative colitis associated pouchitis 



Is the Product Compounded? 




Is the Product Over-the-Counter? 




Expiration Date 




Event Abated After Use Stopped 
or Dose Reduced? 

Doesn't Apply 



Event Reappeared after 
Reintroduction ? 

Doesn't Apply 

J 

■ 

SUS&g&iilM Ell 1 


Brand Name 




Common Device Name 


— 

_L 

Procode 
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Manufacturer Name 


Model # 


Catalog # 

Expiration Date 
Serial # 

Unique Identifier (UDI) # 
Operator of Device 


D Health Professional 
1 1 Lay User/Patient 

Q Other 


If Implanted, Give Date 

If Explanted, Give Date 

Is this a single-use device that 
was reprocessed and reused on 
a patient? _ 

If Yes for the above field, 

Enter Name and Address of 
Reprocessor 


Fecal Microbiota Transplant-10/18/2017-10/18/2017 



Product Name 


Strength 

Therapy Start Date 
Therapy End Date 


Last Name 
First Name 
Address 
City 

State/Province/Region 

Country 

Zl P/Postal Code 


(b) (6) 




Health Professional? 
Occupation 


Physician 


If Other 
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Also Reported to 

CH Manufacturer/Compounder 

CD User Facility 

ED Distributor/Importer 



If you do NOT want your identity 
disclosed to the manufacturer, 
please mark this box: 

□ 
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All dates displayed in the report are in EST(GMT-05:00) time zone 


TBasife LQaMfe 


Company Unit 

CDER-CTU 

Originating Account 

FAERS 

Source Medium 

MWO (Drug) 

Source Form Type 

E2B XML 3500 

Priority 

High 

FDA Received Date 

19-Dec-2017 

CTU Received Date 

19-Dec-2017 

CTU Triage Date 


Report Type 

Spontaneous 

Report Classification 

Drug 

Assign To 

User 

User/Group 


Forward to Department 

0 ODER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B) 


wm ' 


Case 

Reporter 

First Name 

□ 



Last Name 


| Email Address 

Phone 


(b) (6) 







Patient Identifier (In Confidence) 

(b) (6) ~ - 



Age 




Date of Birth 

(b) (6) 



Sex 

Female 



Weight 

62.7 kg(s) 



Ethnicity (Check single best 
answer) 

Hispanic/Latino 



Race (Check all that apply) 

1 _ 1 Asian 

□ American Indian or Alaskan Native 

□ Black or African American 

White 

1 —) Native Hawaiian or Other Pacific Islander 





Check all that apply 

E3 Adverse Event 

CH Product Use Error 

d] Product Problem (e.g., defects/malfunctions) 

1 _ 1 Problem with Different Manufacturer of Same Medicine 



Outcome Attributed to Adverse 
Event (Check all that apply) 

□ Death 
dl Life-threatening 

Hospitalization - initial or prolonged 

Other Serious (Important Medical Events) 

Disability or Permanent Damage 
dd) Congenital Anomaly/Birth Defects 

d] Required Intervention to Prevent Permanent Impairment/Damage (Devices) 



Date of Death 




Date of Event 

28-Oct-2017 



Date of this Report 

19-Dec-2017 


P§fpl© Jp®(£ w TfeagsT ?®t> Wm 
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Describe Event, Problem, or Product Use Error: Patient received a fecal microbial transplant on October 18, 2017 for chronic 
pouchitis symptoms which included abdominal pain, frequency and urgency. She reported abdominal discomfort, bloating and 
blood per rectum 10 days after fecal transplant (This was reported through MedWatch on 10/31/2017). She has continued to 
have some abdominal discomfort associated with nausea that she has dealt with through diet modification. Her vital signs and 
weight remains unchanged. This is an update for her follow up clinic visit which occurred on November 20, 2017 but we filled 
out the wrong reporting form. 1 received notice from Dr. Qun Wang yesterday that we submitted the wrong reporting form. 


11 




Chemistry and CBC normal 12/1/2017: Na 139, Potassium 4, Cl 105, C02 23, BUN 12, Cr 0.63, glucose 89 CBC 6.3, hbg 

14.3, hematocrit 40.5, platelets 370 


1 



Patient with a pre-existing condition of chronic pouchitis with abdominal pain, urgency, and frequency, and history of ulcerative 
colitis. 



P, mTLMLTTY 



Product Available for Evaluation? 
(Do not send product to FDA) 

Yes 

n 


Returned to Manufacturer on 




I D. 

SUSPhCI PR0DUCIS . . _ lofl 


Product Name 

Fecal transplant 



Strength 


If Other 




Manufacturer/Compounder 




NDC# or Unique ID 




Lot Number 



— 

Dose or Amount 

250 ml millilitre(s) 

If Other 



Frequency 

Other 

If Other 

once 



Route 

Rectal 

If Other 




Therapy Start Date 

18-Oct-2017 



Therapy End Date 

18-Oct-2017 



Therapy Duration 


If Other 




Diagnosis or Reason for Use 
(indication) 

ulcerative colitis associated chronic pouchitis 



Is the Product Compounded? 

Yes 


Is the Product Over-the-Counter? 




Expiration Date 




Event Abated After Use Stopped 
or Dose Reduced? 

Doesn’t Apply 



Event Reappeared after 

Re introduction ? 

Doesn’t Apply 



jE. SUSPECT MEDICAL DEVICE.. ... . . 


Brand Name 




Common Device Name 




Procode 


h 
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Manufacturer Name 

City 

State 

Model # 

Lot# 

Catalog # 

Expiration Date 
Serial # 

Unique Identifier (UDI) # 
Operator of Device 


□ Health Professional 
Lay User/Patient 
LJ Other 


Other 

If Implanted, Give Date 

If Explanted, Give Date 

Is this a single-use device that 
was reprocessed and reused on 
a patient? _ 

If Yes for the above field, 

Enter Name and Address of 
Reprocessor 



Product Name 


Strength 

If Other 

Therapy Start Date 


Therapy End Date 



Last Name 
First Name 
Address 
City 

State/Province/Region 

Country 

Zl P/Postal Code 

Phone 

Email 

Health Professional? 
Occupation 


(b) 6 e 



Yes 

Physician 


If Other 


I 
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Also Reported to 

[H Manufacturer/Compounder 

CD User Facility 
□ Distributor/Importer 


_! 

If you do NOT want your identity 
disclosed to the manufacturer, 
please mark this box: 

□ 
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Company Unit 

CDER-CTU 

Originating Account 

FAERS 

Source Medium 

MWO (Drug) 

Source Form Type 

E2B XML 3500 

Priority 

High 

FDA Received Date 

09-Jan-2018 

CTU Received Date 

09-Jan-2018 

CTU Triage Date 


Report Type 

Spontaneous 

Report Classification 

— 

Drug 

Assign To 

User 

User/Group 


Forward to Department 

0 ODER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B) 


mm i mm i ■ h--- ■—• ~ 

Case 

Reporter 

First Name 

Last Name 

Email Address 

Phone 

0 ■ 

(b) (6) 



MBII WFWWfPf ■ ■ 


Patient Identifier (In Confidence) 

(b) (6) 



Age 




Date of Birth 

(b) (6) 



Sex 

Female 



Weight 

62.7 kg(s) 



Ethnicity (Check single best 
answer) 

Hispanic/Latino 



Race (Check all that apply) 

ED Asian 

□ American Indian or Alaskan Native 
^D Black or African American 

0 White 

ED Native Hawaiian or Other Pacific Islander 



Check all that apply 

^3 Adverse Event 
□ Product Use Error 

ED Product Problem (e.g., defects/malfunctions) 

ED Problem with Different Manufacturer of Same Medicine 



Outcome Attributed to Adverse 
Event (Check all that apply) 

CD Death 

□ Life-threatening 
^3 Hospitalization - initial or prolonged 

ED Other Serious (Important Medical Events) 

ED Disability or Permanent Damage 

Congenital Anomaly/Birth Defects 

ED Required Intervention to Prevent Permanent Impairment/Damage (Devices) 



Date of Death 




Date of Event 

04-Jan-2018 



Date of this Report 

09-Jan-2018 


FraBsino # "PM 

i 

1 

i 
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Describe Event, Problem, or Product Use Error: Patient received a fecal microbial transplant on October 18, 2017 for chronic 
pouchitis symptoms which included abdominal pain, frequency and urgency. She reported abdominal discomfort, bloating and 
blood per rectum 10 days after fecal transplant (This was reported through MedWatch on 10/31/2017). She has continued to 
have some abdominal discomfort associated with nausea that she has dealt with through diet modification. Her vital signs and 
weight remains unchanged. (This was also reported previously.) When we called her to schedule her 3 month follow uo she 
stated she was having abdominal pain and was headed to the hospital. She was admitted to the hospital on (k) (6) 

She was afebrile with normal WBC 6.5. Her WBC and vitals have remained normal. She was treated for recurrent pouchitis 
with steroids, rifaximin, and budesonide (previous regimen). Gl did a flexible sigmoidoscopy and found the pouch to be normal, 
but a small ulcer at the junction of pouch and ileum. 




(b) (6) WBC 6.5 (b) (6) WBC 5.4 (b) (Q)MBC 4 7 




Patient has a pre-existing condition of chronic pouchitis with abdominal pain, urgency, frequency and history of ulcerative 
colitis. She was admitted to the hospital in (b) (6) (prior to fecal transplantation) for these symptoms. 



pgigppP7JPQME!TT 


Product Available for Evaluation? 
(Do not send product to FDA) 

Yes 



Returned to Manufacturer on 




p, l»i^r 9 


Product Name 

Fecal Transplant 



Strength 


If Other 




Manufacturer/Compounder 




NDC# or Unique ID 




Lot Number 




Dose or Amount 

250 ml millilitre(s) 

If Other 




Frequency 

Other 

If Other 

once 



Route 

Rectal 

If Other 




Therapy Start Date 

18-Oct-2017 



Therapy End Date 

18-Oct-2017 



Therapy Duration 


If Other 




Diagnosis or Reason for Use 
(indication) 

chronic pouchitis 



Is the Product Compounded? 

Yes 



Is the Product Over-the-Counter? 




Expiration Date 




Event Abated After Use Stopped 
or Dose Reduced? 

Doesn’t Apply 



Event Reappeared after 
Reintroduction ? 

Doesn't Apply 




Brand Name 
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Common Device Name 
Procode 

Manufacturer Name 


Model # 


Catalog # 

Expiration Date 
Serial # 

Unique Identifier (UDI) # 
Operator of Device 


□ Health Professional 

□ Lay User/Patient 

□ Other 


If Implanted, Give Date 

If Explanted, Give Date 

Is this a single-use device that 
was reprocessed and reused on 
a patient? 

If Yes for the above field, 

Enter Name and Address of 
Reprocessor 



Product Name 
Strength 

Therapy Start Date 
Therapy End Date 
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Health Professional? 

Yes 



Occupation 

Physician If Other 



Also Reported to 

D Manufacturer/Compounder 

CD User Facility 

CH Distributor/Importer 



If you do NOT want your identity 
disclosed to the manufacturer, 
please mark this box: 

□ 
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All dates displayed in the report are in EST(GMT-05:00) time zone 
R Oatelfe 


I Ba si c 


Company Unit 
Source Medium 
Priority 

FDA Received Date 
CTU Triage Date 
Report Type 
Assign To 
User/Group 
Forward to Department 


CDER-CTU 

Originating Account 

FAERS 

MWO (Drug) 

Source Form Type 

E2B XML 3500B 

High 

13-Mar-2018 

CTU Received Date 

13-Mar-2018 


Spontaneous 

Report Classification 

1 Drug 

User 


0 ODER (CDER-OSE-RSS-CTU@fda.hhs.gov) (E2B) 


First Name 


mmmt 

Case 

Reporter 

W 


What kind of problem was it? 
(Check all that apply) 


Last Name 


Email Address 


(b) (6) 


E Were hurt or had a bad side effect (including new or worsening symptoms) 

□ Used a product incorrectly which could have or led to a problem 

□ Noticed a problem with the quality of the product 

□ Had problems after switching from one product maker to another maker 


Did any of the following happen? Q Hospita|ization . admitted or stayed longef 
(Check all that apply) I—i 

I_I Required help to prevent permanent harm 


I_I Required help to prevent permanent harm (for medical devices only) 

0 Disability or health problem 

□ Birth defect 

□ Life-threatening 

□ Death 

□ Other serious/important medical incident _ 

01-Dec-2017 




Date the problem occurred 01-Uec-20l/ 


T< 7'r 


I am a 62 vear old (b) (6), (b) (4) I received my fecal 

transplan(b) (4)October 12, 2017. December 1 2017 I developed genital HSV!. My serology showed positive IgM and 
negative IgG. I am married and in a monogamous relationship with my husband. After my diagnosis his serology showed IgG 
positive for HSVI, IgM negative. He has no history of herpes oral or genital It would seem he contracted this as a child as 
does the majority of the population. Open Biome, the source of the fecal w) v vdoes not screen donors for HSVI or HSV2. 

This incident was reported to the (b) (6), (b) (4\ and to Open Biome. I am told that Open Biome feels that 

there is no possibility that I was infected through the tecalv^/ W| have two concerns: 1. It is certainly possible, although not 
previously reported, that HSVI is transmissible through the fecal product. 2. Even if they did screen their donors there is no 
way to be sure the feces is from the stated donor as specimens are brought in to the lab, not collected while the donor is in the 
lab. The product could actually be from anyone. The donors are paid per specimen, so there is financial incentive for fraud. I 
do think this deserves serious investigation, it is a major public health risk. (b) (6) 

1(b)(6) M [ i 
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p 

mSm D - 

mni— 


Name of the product as it 
appears on the box, bottle, 
or package (Include as many 
names as you see) 

fecal transplant (b) (4) 



Name of the company that 
makes (or compounds) the 
product 

Open Biome 



Is the Product Compounded? 
(Your health professional may be 
able to help you identify whether 
the drug was compounded.) 

Yes 



Is the Product Over-the-Counter? 




Expiration date 




Lot number 




NDC number 




Strength 


If Other 




Quantity 


If Other 




Frequency 


If Other 




How was it taken or used 

Oral 

If Other 




Date the person first started 
taking or using the product 

10-0ct-2017 



Date the person stopped taking 
or using the product 




Did the problem stop after the 
person reduced the dose or 
stopped taking or using the 
product? 

No 



Did the problem return if the 
person started taking or using the 
product again? 




Do you still have the product in 
case we need to evaluate it? 

No 





post infectious irritable bowel disease 


_ ____ 

\M 


r mm m - 


Name of medical device 




Name of the company that 
makes the medical device 



1 

hw mwfrjm momrMm M, s&Ml, w xm MSM8g$| m) 


i 




Model # 



— 

Catalog # 

- — - - - -- 
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Serial # 




Lot# 




Unique Identifier (UDI) # 




Expiry Date 




Was someone operating the 
medical device when the problem 
occurred? 



* .i 

Date the implant was put in 

Date the implant was taken out (If 
relevant) 





Person's Initials 

(b) (b) 

3K= 


Sex 

Female 



Age (specify unit of time for age) 

62 Year(s) 



Date of Birth 




Weight 

51.75 kg(s) 



Ethnicity (Choose only one) 

Not Hispanic/Latino 


— 

Race (Check all that apply) 

□ American Indian or Alaskan Native 

□1 Native Hawaiian or Other Pacific Islander 

□ Asian 

□ White 

□1 Black or African American 
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■ 

Product Name 



■ 

Strength 

If Other 


B 

Therapy Start Date 



■ 

Therapy End Date 




1 ^ A&fltjt fog OmtTSfe Tate 



Last name 

(b) (6) 




First name 




Number/Street 




City 




State/Province 




Country 




ZIP or Postal code 




Telephone number 




Email address 




1 Today's date 

13-Mar-2018 



Did you report this problem to the 
company that makes the product 
(the manufacturer/compounder)? 

Yes 



If you do NOT want your identity 
disclosed to the manufacturer, 
place an X in this box : 

□ 
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CTU #: FDA-CDL^'^^-58042 | Depa 
Total Pages: 1 *' , 

U.S. Department Df Health end Human Services 

MepWatck 

The FDA Safety Information and 
Adverse Event Reporting Program 


1(b) (6) 

58042 | Department; CBLR | RCT #: RCT-168349 | CTU Triage Date: 23-Jun-2018 | AER #. 15167898 | 


For VOLUNTARY reporting of 
adverse events, product problems and 
product use errors 

Page 1 of 3 


Form Approved: OMB No. 0910-0291. Expires: 9/30/2018 
See PRA statement on reverse 


Triage unit 
sequence # 
FDA Rec. Date 



Note: Fcr dale prompts of “dd-mmm-yyyy* please use 2-digit day, 3-letler month 
abbreviation, and 4-diglt year; for example. 01-Jul-2016. 


5.a. Ethnicity (Check 
single best answer) 

□ Hispanic/Latino 
1x1 Not Hispanic/Latino 


5.b. Race (Check ell that apply) 

[J Aslan [J American Indian or Alaskan Native 
□ Black or African American 0 White 
O Native Hawaiian or Other Parific Islander 


1. Check all that apply 

0 Adverse Event □ Product Problem (e.g., defects/melfunctions) 

□ Product Use Error Q Problem with Different Manufacturer of Same Medicine 


2. Outcome Attributed to Adverse Event (Check ell that apply) 

□ Dealh Include date (dd-mmm-yyyy): ____ _ 

0 Life-threatening LJ Disability or Permanent Damage 

0 Hospitalization - initial or prolonged [J Congenital Anomaly/Birth Defects 
[J Other Serious (Important Medical Events) 

0 Required Intervention to Prevent Permanent Impalrment/DBmage (Devices) 


3. Date of Event (dd-mmm-yyyy) 

05 -24 .2018 

4. Date of thfs Report (dd-mmm-yyyy) 

06 - 21 - 2018 




5. Describe Event, Problem or Product Use Error 

patient presented with fever/sepsis in the setting of 
central venous catheter 2 days after fecal microbiota 
transplant (FMT). Clinical presentation suggested 
sepsis. Stabilized with IV fluids and abx in ED, 

. , _.... _ ___ _P 

t fCtiniitiue tin 6aae~3 



3. Dose or Amount 
#1 

3 OmL 


Frequency Route 


Eg once 


4. Dates of Use (Fnom/To for each) (If unknown, 
give duration, or best estimate) (dd-mmm-yyyy) 
#1 5/22/2018, one time admin 


B. Diagnosis or Reason for Use (indication) 

m 


6. Is the Product 

7. Is the Product Over- 

Compounded? 

Ihe-Counter? 

DYes 0 Nd 

□ Yes 0 No 

O Yes 0 No 

# 2 □ Yes □ No 


nasogastric tube £§ 


e Event Abated After Use 
Stopped or Dose Reduced? 

_ #1 □ Yes □ No 0 Doesn’t 

_ apply 


#2 □ Yes □ No □ Doesn’t 
apply 

- 10. Event Reappeared After 
Reintroduction? 

_ *1 □ Yes O No 0 Doesn’t 
apply 


#2 □ Yes □ No □ Doesn't 
apply 


B. Expiration Date (dd-mmm-yyyy) 

#1 - I #2 


1. Brand Name 


2. Common Device Name 

3. Manufacturer Name, City and State 


Lot # 5. Operator of Device 

_ □ Health 

Expiration Date (dd-mmirt-ww) _ Profess,onBl 

_ _ □ Ley User/Petlent 

Unique Identifier (UDI) # ^ 0lher 


7 Other Relevant History, Including Preexisting Medical Conditions (e.g., 
allergies, pregnancy, smoking and alcohol use, kver/kidney problems, etc.) 

Medically complicated 5 year old with (b) (6) 

(b)(6) complex congenital heart disease, chronic 


fi. is this a single-use device that was __ 

reprocessed and reused on a patient? LJ Yes LJ No 

9. If Yes to Item 8, Enter Name anti Address of Reprocessor 



C. PRODUCT AVAIL-ABILilTY; 


ttdMfflaE E Eg Eraill r- OTHER (CONCOMITANT) medical products 


2. Product Available for Evaluation? (Do oof send product to FDA) 

□ Yes 0 No [J Relumed to Manufacturer on (dd-mmm-yyyy) 


Product names and therapy dates (Bxctude treatment of event) 




1. Name and Address 


1. Name, Manufacturer/Compounder, Strength {from product label) 

#1 - Name and Strength #1 - NDC # or Unfaue ID 

open bioroe FMT 30mL solution lot (b) (6) 

#1 - Manufacturer/Compounder #1 - Lot # 


(b) 


#2 - Name and Strength 


U2 - NDC # or Unique ID 


It 2 - Lot it 


_ ^ ^ li» _ Compounder 

j #2 - Manufacturer/Compounder it2 - Lot ft B. If you do NOT want your Identity disclosed Q U ser p ac uny 

to the manufacturer, please mart* this box: Q Q Di$ ,n b utor/lmporter 

FORM FDA 3500 (10/15) Submission of e report does not constitute an admission that medical personnel or the product caused or contributed to the evcnL 


2. Health Professional? 3. Occupation _ 

Ei Yes Dnq |Physician 

B. If you do NOT want your identity disclosed 
to the manufacturer, please mark this box: Q 


A. Also Reported to: 
1 0 Manufacturer/ 




































PLEASE TYPE OR USE BLACK INK 


CTU #: FDA- 0 L™ 2 018-90481 I Department: CBER I RCT #: RCT-202754 I CTU Triaoe Da 

Mr 

For use by user-facilities, 
importers, distributors tind manufacturers 
for MANbA 1 OR V reporting 


Total Pages 1 

U.S. Department of Health and Human Services 
Food and Drug Administration 


I2-Oct-2018 | AER #• 15463533 | 
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Note: For date prompts oI dd-mmm-yyyy' please use 2-digit day, 3-letter month 
abbreviation, and 4-digii year, for example, 01-Jul-2015 


1. Patient Identifier 


In Confidence 


0 Vear(s) 0 Month(s) 
0 Week(s) 0 Doys(s) 


. d,. 


(b) (6) 


, -T 095 J 


3 Sex 
Female 
□ Male 


4. Weight 

□ lb 

□ »<g 


5 a Ethnicity (Check 
single best answer) 

□I Hispanic/Latino 
0" Not Hispamc/Lalmo 


5.b. Race (Check all that apply) 
n Asian □ American Indian or Alaskan Native 
I 1 Black or African American White 
I | Native Hawaiian or Other Pacific Islander 


B. ADVERSE EVENT OR PRODUCT PROBLEM 


Adverse Event and/or 


0 Product Problem {e g , defect&lmalfunctions) 


2 Outcome Attributed to Adverse Event (Chock all that apply) 

Q Death include date (dd-mnim-yyyy)_-_-_ 

□ Life-threatening Q Disability or Permanent Damage 

Hospitalization - initial or prolonged f~l Congenital Anomaly/Birth Defects 
I""] Other Serious (Important Medical Events) 

PI Required Intervention to Prevent Permanent Impairment/Damage (Devices) 


3 Date.oLEv< 


ale-oLEvanl 'dd-mmm-yyyy) 


A Dafe pfth/s Report (dd-mmm-yyyy) 


5 Describe Event or Problem i 

1 IV'^hnL 

—feed. <£2. 
I'Sym CwLv> L^r< 



Mir Report II 


UF/Importer Report U 


FDA Use Only 


3. Dose 
*1 


Frequency 


Route Used 


M2 






X/ 


X / 




CU^r-lT), 




4. Therapy Dates (If unknown, give duration) from/ 
to (or best estimate)) (dd-mmm-yyyy) 

2l/ tiU/ 


112 


<2t/7Z<n 


5 Diagnosis for Use (Indication) 










6. Is the Product 
Compounded? / 

lifts the Product Over- 

lr tho-Countor? / 

0 Yes [7f No 

0 Yes 

#2 0 Yes ITTno 

0 Yes D<io 




9 Event Abated After Use 
Stopped or Doso Reduced? 

#1 □ Yes □ No 0Doesn*t 
apply 


fc2 Q Yes □ No □'doesn't 

" apply 


10 Event Reappeared Aftej 
Rointroduction? 


*1 Q Yes □ No 


0 Doesn’t 
apply 


M2 0 Yes □ No ^Doesn't 
apply 


8. Expiration Date (dd-mmm-yyyy) 

#1_-_-_I #2 


D. SUSPECT MEDICAL DEVICE _ 


1 Brand Name 


1 (Continue oh page 3>| 

6 Rolevant Tests/Laboratory Data, Including Dates 


| (Continue on page 3)] 

7 Other Relevant History, Including Preexisting Medical Conditions (e g, 

allergios, pregnancy, smoking and alcohol use, liver/kidney problems, etc.) 

c /jp X ^ ppiy 


{.(Continue on page 3)\ 


1 Name, Manufacturer/Compounder, Strength 

ffl-^emc and Strength / ^ , \ 

*1 - NDC M or Unique ID 

*1 - Manufacturer/Compounder 

*1 - Lot* 

M2 - Name and Strength 

M2 - NDC M or Unique ID 

*2 - Manufacturer/Compounder 

M2 - Lot * 

2. Concomitant Medical Products and Therapy Dates (Exclude freafmenf of event) 


(Continue on page 3)\ 


2. Common Devico Name 


2b. Procode 


3. Manufacturer Name, City and State 


4. Model# 


Catalog * 


Serial * 


Lot* 


Expiration Date (dd-mmm-ww) 


Unique Identifier (UDI) * 


6 If Implanted. Give Date (dd-mmm-yyyy) 


5. Operator of Device 

□ Health 
Professional 

0 Lay User/Patient 

□ Other 


7. If Exo’anted. Give Date (dd-mmm-yyyy) 


8. Is this a single-use device that was 
reprocessed and reused on a patient? 


0 Yes 0 No 


9 If Yes to Item 8, Enter Name and Address of Reprocessor 


10. Devico Available for Evaluation? (Do not send to FDA) 

O Yes 0 No Q Returned to Manufacturer on:_-_-_ 


11. Concomitont Medical Products and Therapy Dates (Exclude treatment of event) 


[ (Continue on page 3J| 




Submission of a report docs not constitute an admission that medical 

personnel, user facility, importer, distributor, manufacturer or product 
caused or contributed to the event. 


1 Klamn anri Aridres* 


b 6 


2. Health 

Professional? 


Yes 0 No 


3 Occupation (Select from list) 

B 


4 Inilial Roportor Also SenY 
Report to FDA 

O Yes O No 


Also SenY ^ 
0<Jnk 






















































































































